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part per million by volume of air cir-
culating through the device or causes
an accumulation of ozone in excess of
0.05 part per million by volume of air
(when measured under standard condi-
tions at 25° C (77° F) and 760 millime-
ters of mercury) in the atmosphere of
enclosed space intended to be occupied
by people for extended periods of time,
e.g., houses, apartments, hospitals, and
offices. This applies to any such device,
whether portable or permanent or part
of any system, which generates ozone
by design or as an inadvertent or inci-
dental product.

(2) To generate ozone and release it
into the atmosphere in hospitals or
other establishments occupied by the
ill or infirm.

(3) To generate ozone and release it
into the atmosphere and does not indi-
cate in its labeling the maximum ac-
ceptable concentration of ozone which
may be generated (not to exceed 0.05
part per million by volume of air cir-
culating through the device) as estab-
lished herein and the smallest area in
which such device can be used so as not
to produce an ozone accumulation in
excess of 0.05 part per million.

(4) In any medical condition for
which there is no proof of safety and ef-
fectiveness.

(5) To generate ozone at a level less
than 0.05 part per million by volume of
air circulating through the device and
it is labeled for use as a germicide or
deodorizer.

(d) This section does not affect the
present threshold limit value of 0.10
part per million (0.2 milligram per
cubic meter) of ozone exposure for an 8-
hour-day exposure of industrial work-
ers as recommended by the American
Conference of Governmental Industrial
Hygienists.

(e) The method and apparatus speci-
fied in 40 CFR part 50, or any other
equally sensitive and accurate method,
may be employed in measuring ozone
pursuant to this section.

§ 801.417 Chlorofluorocarbon propel-
lants.

The use of chlorofluorocarbon in de-
vices as propellants in self-pressurized
containers is generally prohibited ex-

cept as provided in § 2.125 of this chap-
ter.

[43 FR 11318, Mar. 17, 1978]

§ 801.420 Hearing aid devices; profes-
sional and patient labeling.

(a) Definitions for the purposes of this
section and § 801.421. (1) ‘‘Hearing aid’’
means any wearable instrument or de-
vice designed for, offered for the pur-
pose of, or represented as aiding per-
sons with or compensating for, im-
paired hearing.

(2) ‘‘Ear specialist’’ means any li-
censed physician who specializes in dis-
eases of the ear and is medically
trained to identify the symptoms of
deafness in the context of the total
health of the patient, and is qualified
by special training to diagnose and
treat hearing loss. Such physicians are
also known as otolaryngologists,
otologists, and otorhinolaryngologists.

(3) ‘‘Dispenser’’ means any person,
partnership, corporation, or associa-
tion engaged in the sale, lease, or rent-
al of hearing aids to any member of the
consuming public or any employee,
agent, sales person, and/or representa-
tive of such a person, partnership, cor-
poration, or association.

(4) ‘‘Audiologist’’ means any person
qualified by training and experience to
specialize in the evaluation and reha-
bilitation of individuals whose commu-
nication disorders center in whole or in
part in the hearing function. In some
states audiologists must satisfy spe-
cific requirements for licensure.

(5) ‘‘Sale’’ or ‘‘purchase’’ includes
any lease or rental of a hearing aid to
a member of the consuming public who
is a user or prospective user of a hear-
ing aid.

(6) ‘‘Used hearing aid’’ means any
hearing aid that has been worn for any
period of time by a user. However, a
hearing aid shall not be considered
‘‘used’’ merely because it has been
worn by a prospective user as a part of
a bona fide hearing aid evaluation con-
ducted to determine whether to select
that particular hearing aid for that
prospective user, if such evaluation has
been conducted in the presence of the
dispenser or a hearing aid health pro-
fessional selected by the dispenser to
assist the buyer in making such a de-
termination.

VerDate 23-AUG-96 10:11 Aug 30, 1996 Jkt 167072 PO 00000 Frm 00027 Fmt 8010 Sfmt 8010 C:\CFR\167072.006 pfrm13


		Superintendent of Documents
	2010-11-11T17:26:03-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




